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(6) Ensure the establishment and
maintenance of acceptable levels of an-
alytical performance for each test sys-
tem;

(7) Ensure that all necessary reme-
dial actions are taken and documented
whenever significant deviations from
the laboratory’s established perform-
ance characteristics are identified, and
that patient test results are reported
only when the system is functioning
properly;

(8) Ensure that reports of test results
include pertinent information required
for interpretation;

(9) Ensure that consultation is avail-
able to the laboratory’s clients on mat-
ters relating to the quality of the test
results reported and their interpreta-
tion concerning specific patient condi-
tions;

(10) Ensure that a general supervisor
provides on-site supervision of high
complexity test performance by testing
personnel qualified under
§493.1489(b)(4);

(11) Employ a sufficient number of
laboratory personnel with the appro-
priate education and either experience
or training to provide appropriate con-
sultation, properly supervise and accu-
rately perform tests and report test re-
sults in accordance with the personnel
responsibilities described in this sub-
part;

(12) Ensure that prior to testing pa-
tients’ specimens, all personnel have
the appropriate education and experi-
ence, receive the appropriate training
for the type and complexity of the
services offered, and have dem-
onstrated that they can perform all
testing operations reliably to provide
and report accurate results;

(13) Ensure that policies and proce-
dures are established for monitoring
individuals who conduct preanalytical,
analytical, and postanalytical phases
of testing to assure that they are com-
petent and maintain their competency
to process specimens, perform test pro-
cedures and report test results prompt-
ly and proficiently, and whenever nec-
essary, identify needs for remedial
training or continuing education to im-
prove skills;

(14) Ensure that an approved proce-
dure manual is available to all per-
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sonnel responsible for any aspect of the
testing process; and

(15) Specify, in writing, the respon-
sibilities and duties of each consultant
and each supervisor, as well as each
person engaged in the performance of
the preanalytic, analytic, and
postanalytic phases of testing, that
identifies which examinations and pro-
cedures each individual is authorized
to perform, whether supervision is re-
quired for specimen processing, test
performance or result reporting and
whether supervisory or director review
is required prior to reporting patient
test results.

[67 FR 7172, Feb. 28, 1992, as amended at 68
FR 3714, Jan. 24, 2003]

§493.1447 Condition: Laboratories per-
forming high complexity testing;
technical supervisor.

The laboratory must have a technical
supervisor who meets the qualification
requirements of §493.1449 of this sub-
part and provides technical supervision
in accordance with §493.1451 of this
subpart.

§493.1449 Standard; Technical super-
visor qualifications.

The laboratory must employ one or
more individuals who are qualified by
education and either training or expe-
rience to provide technical supervision
for each of the specialties and sub-
specialties of service in which the lab-
oratory performs high complexity tests
or procedures. The director of a labora-
tory performing high complexity test-
ing may function as the technical su-
pervisor provided he or she meets the
qualifications specified in this section.

(a) The technical supervisor must
possess a current license issued by the
State in which the laboratory is lo-
cated, if such licensing is required; and

(b) The laboratory may perform ana-
tomic and clinical laboratory proce-
dures and tests in all specialties and
subspecialties of services except
histocompatibility and clinical cyto-
genetics services provided the indi-
vidual functioning as the technical su-
pervisor—

(1) Is a doctor of medicine or doctor
of osteopathy licensed to practice med-
icine or osteopathy in the State in
which the laboratory is located; and
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